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M r. Charlie Mills, Chief Executive Officer 
Medline Industries, Inc. 
One Mundelein Place 
Mundelein, Illinois 60060-4486 

Dear M r. Mills: 

On May 24 through 28,2004, an investigator from the Food and Drug Administration 
(FDA) conducted an inspection of your facilii located at 9303 Stoneview Drive, Dallas, 
Texas 75237. Our inspection determined that your Dallas establishment manufactures 
a variety of medical device kits, such as the Maternity Kit, Open Heart Set Up ICU Kit, 
and Employee Protection Kit. These products are medical devices under section 201(h) 
of the Federal Food, Drug, and Cosmetic Act (the Act), 21 U.S.C. 5 321(h). 

The inspection revealed that these products are adubrated within the meaning of 
section 501(h) of the Act, in that the methods used in, or the facilities or controls used 
for, their manufacture, packing, storage; or instal&tii are not in conformity with the 
current Good Manufacturing Practice (cGh4P) requirements set forth in FDA’s Quality 
System (QS) Regulatkq’codii in Tile 21, Code of Federal Reoulation (CFR), Part 
820. 

The investigator noted the following QS Regulation violations, which are also listed in 
the FDA Form 483 (copy enclosed) provided to your Dallas facility at the end of the 
inspection: 

1. Failure to establish and maintain procedures for management reviews of the quality 
system, as required by 21 CFR 820.20(c). Specifically, 

a) Management meetings are he-to discuss issues, including quality 
issues, in each department of the Dallas facility. Your Dallas facility manager 
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kept inforinaf’notes of each meeting for his own records. His notes were not 
dated,andthereisnopnocedure~blishedtoindicatewhattypesafnotesare 
considered informal or krrnal reaxds for record keeping; and 

b) There is a~conference call with all the faciffty managers and the corpora@ 
vice prasfdents to discliss general issues, fnduding quafity fssues. The issues 
and information were d&Wsad snd pre to all fadlftfes. However, the 
meetings or mcords discussfng tha Dallas facffity’s quality issues were not 
documented or kept, respec2ivcly; and 

C) Kit department meetings are held as needed to discuss qua&y issues, but these 
meetings were not documented. 

2. Failure to provide adequate resowes. including the assignment of trained 
personnel, for management, performance ofwork, and assessm entadivities, 
induding internal cfuafff audfts, as required by 21 CFR 820.20(b)(2). See FDA-483 
Item 2. SpecHlcdfy, your fiimr mignd a quality inspector to another position 
within the Dallas kifff. Since February 1.2004 no f WR==fmisheddevfce kit 
inspections have been perfomred aR8rthereassignmentofthisquafftyinsgedor. 

3. Failure to establish and maintain procedures for internal quality audits and failure to 
conduct and document such audits to 888u~e that your ffnn’s quality systan~ is in 
compliance with the.est&#Wd quality systam mqufrements, as required by 21 CFR 
820.22. See FDA-483 Itam I. @eMcaIy, 

a) Afthoughyourfirmhasasfxzfkproceduretoaudft manufaduriry) operations of 
the maternity kit, no internal quality audits of the matemfty fcit manufacturing 
opwatbns have been perfanned; and 

b) Your firm has no documentation to demonstrate that internal quafity audits of 
manufacturing opetations for all device kits have been performed; and 

c) Your final has n0 Writ&l proC&JlB or ptan for condu~tfng ~temal quality audfts 
nor have access to your corporate offfca’s audit procedures. 

4. Failure to maintain complaint files and to establish and maintain procedures for 
receiving, reviewing, and evaluating complaints as required by 21 CFR 820.198. & 
FDA-483 Item 6. SfEfff=& 

a) Your firm has not established or implemented procedures for documenting and 
investigating oral complaints that are mcefved directfy by your firm from 
~~st0mers or safes repwentatives; and 
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W 

a 

d) 

Your firm has no procedure to determine whether or not device returns or 
customer credits are considered product complaints; and 

Your firm does not have access to the complaint handling procedures maint&ed 
by your firm’s corporate office; and 

Your firm did not document detai plaints. for 
example, return good auth thatacustofnaf 
mfusad and subsequent& its. The reason for 
this product return was not documented. A cusbmerwascredltedforone~ 
of the Open Heart Set Up Kits due to Udamage.” A full description of”damagea 
was not documented; and 

8) Your corporate office prov reports of device kit complaints 
to your Dalfas facility fkBr VW, your Dallas facility did not 
maintain copies of the product complaints and investigation msults. 

5. Failure to establish and maintain procedures for in-process acceptance act&it& to 
ensure that specifhd requirements for iy product are met and ciocmwm, 
as required by 21 CFR 820.80(c). See FDA483 Item 3. Specikally, your Dal& 
~managementstatedthatpriortoFebnraryl,~,clualityinspediomralths 
device&its~beenperfonnedbuttheywereunableboEocatedoamrentatror, 

February ‘?, 2004. 

6. Failure to establishshir$taan product@ and process aMroi pmcedws to 
enweadevke sfmdkaw, as fequhd by 21 CFR 820.70. see 
FDA-483ltem4. specifical)y,yourtifmkikdtodocument theexphtiondatesfor 
eight cases of the Open Heart Set Up Kits in their device history records or on their 
carton labels, as required by your firm’s MP 105 Kit Assembly Procedure. effectk 
W lQ/O3, for traceability of eqimtion dated products. Some of the kit components 
include sterile c~nnediry) tubing, sterile gaWe Sponges, sterile syringes, and sterile 
cannuia with expiration dates. 

7. Failure to establish and maintain procedures to ensure that device hii records 
for each batch, lot, or unit are maintained to demonstrate that the device is 
manufactured in accordW1c6 with the device master record, as required by 21 CFR 
820.184. See FDA-483 Item 3.4, and 5. Spadficaily, your firm did not document (a) 
the expiration dates for eight cases of the Open Heart Set Up Kii: and (b) quantity 
manufactured, quantity @eased for distribution, and in-process and final acceptance 
results. 

8. Failure to establish and maintain procedures for implementing corrective and 
preventive actions, as required by 21 CFR 820.100, and to include documentation 
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of their activities and results, as required by 21 CFR 820.100(b). See Warning 
Letter hem 1 above, FDA483 ftem 7 and 8. In addition, our inspection 
documented that: 

a) Y&r corporate office has established correct& and preventive action 
procedures for the corporate site but has not implemented them for the Dallas 
site; and 

b) Your Dallas facility manager was not aware that these CAPA procedures 
existed or applied to the D8lt8s f8cility; 

C) Your Dallas facility manager received~summ8ry reports of product 
compfaints from your corpor8te ofRce for his review. These reports did not 
document detaib of the product complaints because they mereiy summarized 
the number of complaints for 8tf manufacturing f&&&s, including the Dallas 
f8cility. After his review of these reports 8tld discussions of quality issues with 
his production team leaders, these reports were discarded. 

This letter is not intended to be an all-indusive lit of deficiencies at your facility. It is 
your responsibility to ensure adherence to each applicable requirement of the Act and 
FDA regufations. The specific violaoons noted in thii iettef and in the Form FDA483 
m8y be symptomatic of serious under)ying problems In your firm’s m8m&cturlng and 
qualily 8ssumnce systems. You 8re c88poIujMB for inve@8Wg 8nd determining the 
causes of the violations identified by the FDA You also must prompt& in&kite 
permanent corwztive action and preventative action on your qU8fi system. 

Federalagencies8readvisedoJtheissuanceOf8lWamingLetters8boutdevicesso 
thattheymaytakethisinfwmationintoaccowrtwhencx#rs~theawardof 
contracts. J4dditionally, no applications for premarfcet approval ofcl8ss III devices to 
which the QS Regulation deficienc& 8)‘6 reersonabb rdted will be approvad until the 
viotations have been corrected. Also, no requests for C&&zatw for Foreign 
Government will be granted until the violations &a&l to the subject devii have been 
corrected. 

YOU should take prompt action to correct these Violations. Fsilure to prompt& correct 
these violations may result in the initiation of FDA regulatory a&on without further 
notice. These actions include, but are not limited to, seizure, injunction, and/or civil 
penalties. 

Please provide to this office in writing within 15 working days of receipt of this letter a 
report of the specific steps you have taken, or will take to identify 8nd correct those 
problems and to assure that they 8nd similar ViOlations will not recur. If corrective action 
cannot be completed within 15 working days, state the re8son for the delay and the time 
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frame within which the corredjons will be completed. Your reply shoufd be directed b 
Thao Ta, Compliance Offi’ir, at the M&head address. 

Sincerely, 

MAC:tXt 

M”. John T. Gray, Branch Manager 
Medline Industries, Inc. 
9303 Stoneview Drive 
Dallas, Texas 75237 

Mr. Wes Swearingen, Vi PmsideM of Operations 
Medtine InduMes, Inc. 
One Mundekin Place 
Mundelein, lifinois 600604488 


